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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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* See the attached detailed Office action for a list of the certified copies not received. 
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The amendment filed 13 July 2005 is acknowledged and has been entered. Claims 1-15, 
17, 19, 21-26, 36, and 37 have been cancelled. Claims 16, 18, 20, and 27-35 remain in the case. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

The specification is objected to under 35 U.S.C. § 112, first paragraph, as failing to 
provide an adequate written description of the invention, and failing to adequately teach how to 
make and/or use the invention, i.e. failing to provide an enabling disclosure. 

Claims 18 and 20 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention, and which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. Of the monoclonal antibodies listed in the Markush 
group, only KM 231 1, produced by the hybridoma cell line deposited as FERM BP-6306, was 
obtained by immunization with one of the recited partial peptides, specifically with SEQ ID NO: 
3 immunization. The other recited antibodies were elicited with a peptide which has now been 
deleted as a limitation from the claims. Applicant does not describe, and one would not be 
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assured of the ability to practice, the invention as instantly claimed with other than the KM 231 1 
monoclonal antibody. 

Claims 16 and 27-35 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention, and which was not described in the specification in such 
a way as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims. The 
specification does not reasonably provide description of or enablement for any and every 
monoclonal antibody and/or single chain antibody derived therefrom specific for human 
telomerase catalytic subunit other than antibodies KM 231 1, KM 2582, KM 2590, KM 2591, and 
KM 2604, which specifically bind to SEQ ID NOs: 3 and 6, produced by the hybridoma cell 
lines deposited as FERM BP-6306, FERM BP-6663, FERM BP-6683, FERM BP-6684, and 
FERM BP-6664, respectively. Applicant provides sufficient description and guidance only for 
the above noted monoclonal antibodies and provides no guidance as to what modifications or 
structure are important for the predictable function of any other monospecific antibody. Very 
different structures may be found on antibodies with the same specificity. For example, very 
different variable heavy (V H ) chains can combine with the same variable light (Vl) chain to 
produce antibody binding sites with nearly the same size, shape, antigen specificity, and affinity. 
A similar phenomenon can also occur when different Vh sequences combine with different Vl 
sequences to produce antibodies with very similar properties. These observations indicate that 
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divergent variable region sequences, both in and out of complementarity-determining regions, 
can be folded to form similar binding site contours, which result in similar immunochemical 
characteristics. Conversely, similar structure may be found on antibodies having different 
specificities. Moreover, it is not clear that any antibodies elicited to the N-terminal promoter 
region (see Cong et al., Human Mol. Gen. 8: 137, 1999) of the protein (SEQ ID NO: 1) function 
in any of the detection assays because no antibodies specific for this peptide are exemplified in 
any working examples of protein detection. These antibodies are taught merely to bind to the 
immunogen peptide when used as antigen. In the absence of any guidance other than to the use 
of the KM 231 1, KM 2582, KM 2590, KM 2591, and KM 2604 antibodies produced by the 
hybridoma cell lines deposited as FERM BP-6306, FERM BP-6663, FERM BP-6683, FERM 
BP-6684, and FERM BP-6664, respectively, one would not know or be able to predict or 
envision what structure or modifications were important for function. Therefore, conception is 
not achieved until reduction to practice has occurred, regardless of the complexity or simplicity 
of the method of isolation. Adequate written description requires more than a mere statement 
that a molecule is part of the invention and a reference to a potential method of isolating it. The 
molecule itself is required. Furthermore, In The Reagents of the University of California v. Eli 
Lilly (43 USPQ2d 1398-1412), the court held that a generic statement that defines a genus of 
molecules by only their functional activity does not provide an adequate written description of 
the genus. The court indicated that although applicants are not required to disclose every species 
encompassed by a genus, the description of a genus is achieved by the recitation of a 
representative number of molecules falling within the scope of the claimed genus. Applicant is 
reminded that the written description provision of 35 USC 1 12 is severable from its enablement 
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provision. However, in view of the guidance in the instant specification to only several species 
of unknown structure and properties, the amount of experimentation required to determine 
functional structures or modifications for other usable species would also be undue. For 
example, as noted above, very different structures may be found on antibodies with the same 
specificity, and conversely, similar structure may be found on antibodies having different 
specificities and one would not know, given the instant guidance and absent further unguided 
experimentation, what variable region changes would predictably function in the invention other 
than those possessing both the intact V H and V L chains of the KM 231 1, KM 2582, KM 2590, 
KM 2591, and KM 2604 antibodies produced by the hybridoma cell lines deposited as FERM 
BP-6306, FERM BP-6663, FERM BP-6683, FERM BP-6684, and FERM BP-6664, respectively. 
Note that an enabling disclosure for the preparation and use of only a few analogs of a product 
does not enable all possible analogs where the characteristics of the analogs are unpredictable. 
SeeAmgen Inc. v. Chugai Pharmaceutical Co. Ltd. (18 USPQ 2d 1027 (CAFC 1991)). 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 16, 18, 20, and 27-35 are rejected under 35 U.S.C. § 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 16, 18, 20, and 27-35, the metes and bounds of the invention applicant intends 
as encompassed cannot be determined because it is not clear if applicant intends "having" as 
open or closed claim language. In these claims, "the. . .catalytic subunit" lacks antecedent basis 
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Claims 27-35 provide for the use of an antibody, but, since the claims do not set forth any 
steps involved in the method/process, it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. A method claim should also clearly state each 
component used in the method and the relationship of the various components. A method claim 
should also conclude with a step relating the method result to the purpose of the method, 
preferably to the purpose as also set forth in the preamble of the claim. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 27-35 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for 
example Ex parte Dunki, 153 USPQ 678 (Bd. App. 1967) and Clinical Products, Ltd. v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in- 
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(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, 

except that an international application filed under the treaty defined in section 351(a) shall have the effects for 
the purposes of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language; 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 103 which 
forms the basis for all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

(c ) Subject matter developed by another person, which qualifies as prior art only under one or more subsections 
(e), (f) and (g) of section 102 of this title, shall not preclude patentability under this section where the subject 
matter and the claimed invention were, at the time the invention was made, owned by the same person or subject 
to an obligation of assignment to the same person. 

This application currently names joint inventors. In considering patentability of the claims under 35 U.S.C. 
§ 103, the examiner presumes that the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 C.F.R. § 1 .56 to point out the inventor and invention dates of each claim that was not commonly owned 
at the time a later invention was made in order for the examiner to consider the applicability of potential 35 
U.S.C. § 102(f) or (g) prior art under 35 U.S.C. § 103. 



Claims 16 and 27-35 are rejected under 35 U.S.C. § 102(e)(2) as being anticipated by or, 
in the alternative, under 35 U.S.C. § 103(a) as obvious over Cech et al. (US 6,166,178), if 
necessary, in light of or, in the alternative, in view of Harlow et al., for reasons similar to those 
of record. In this regard, the reference of Cech et al. teaches immunization with telomerase 
catalytic subunit protein, peptides, or fusion proteins for antibody elicitation (see e.g. cols. 71-76, 
165-169, 188-189), including monoclonal and single chain antibodies. Chapter 5 of Harlow et 
al. is specifically incorporated in Cech et al. by reference at col. 71. Harlow et al., in chapter 5, 
teach that, once the amino acid and/or nucleic acid sequences of a protein are known, it is routine 
and conventional in the art to elicit antibodies to peptides and/or fusion proteins derived from the 
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protein and/or to prepare a bank of site-specific monoclonal antibodies for use (pages 72-77). 
Rationales for the selection of synthetic peptides as immunogens are taught and it is specifically 
suggested that the carboxyl-terminal or amino-terminal peptide sequences or internal hydrophilic 
regions are desirable starting peptide immunogens (page 76). Harlow et al. also teach that the 
easiest strategy to manipulate coupling of a peptide to a carrier for immunization is by the 
addition of an extra amino acid at either terminus of the peptide, and that coupling methods 
relying on the sulfhydryl group of cysteine are commonly used (page 77). Cech et al. teach 
diagnostic assays using the antibodies to detect protein (see e.g. cols. 97-105, 1 15-120), 
including immunohistochemistry (e.g. col. 104), radioimmunoassay, enzyme-linked 
immunosorbent assays, western blotting, or immunofluorescent assays (e.g. cols. 1 15-120). The 
reference teaches products that appear to be the same as, or obvious variants of, the products set 
forth in the instant product-by-process claims although it cannot be determined if the products 
are produced with the same or a different process using the same or obvious variant reagents as 
immunogens. The Patent and Trademark Office does not have the facilities and resources to 
provide the factual evidence needed in order to establish that there is a difference, in the first 
place, between the reagents of the prior art and those instantly disclosed and, that if there is such 
a difference, that such a difference would have been considered unexpected, i.e. unobvious, by 
one of ordinary skill in the art. The burden is upon applicant to present such factual evidence. 
See e.g. In re Best (195 USPQ 430 (CCPA 1977)) or Ex parte Phillips (28 USPQ2d 1302 (BPAI 
1993)). 

Applicant's arguments filed 13 July 2005 have been fully considered but they are not 
deemed to be persuasive. Notwithstanding applicant's arguments to the contrary, the reference 
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clearly teaches immunization with protein, peptides, and fusion proteins comprising the instantly 
disclosed and/or claimed N-terminal, internal, or C-terminal amino acid sequences of the protein 
that would elicit antibodies binding thereto (see e.g. SEQ ID NOs: 2, 5, 344, 600, 234, 602, 603, 
606). 

No claim is allowed. 



Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR § 1.136(a). 



A SHORTENED STATUTORY PERIOD FOR REPLY TO THIS FINAL ACTION IS 
SET TO EXPIRE THREE MONTHS FROM THE MAILING DATE OF THIS ACTION. IN 
THE EVENT A FIRST REPLY IS FILED WITHIN TWO MONTHS OF THE MAILING 
DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION IS NOT MAILED UNTIL 
AFTER THE END OF THE THREE-MONTH SHORTENED STATUTORY PERIOD, THEN 
THE SHORTENED STATUTORY PERIOD WILL EXPIRE ON THE DATE THE 
ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT TO 37 C.F.R. 
§ 1.136(a) WILL BE CALCULATED FROM THE MAILING DATE OF THE ADVISORY 
ACTION. IN NO EVENT WILL THE STATUTORY PERIOD FOR REPLY EXPIRE LATER 
THAN SIX MONTHS FROM THE MAILING DATE OF THIS FINAL ACTION. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James L. Grun, Ph.D., whose telephone number is (571) 272- 
0821. The examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le, SPE, can be contacted at (571) 272-0823. 

The phone number for official facsimile transmitted communications to TC 1600, Group 
1640, is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application, or requests to 
supply missing elements from Office communications, should be directed to the Group 
receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




James L. Grun, Ph.D. 
November 3, 2005 




LONG V. LE 
SUPERVISORY PATENT EXAMINES 
TECHNOLOGY CENTER 1600 




